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1646 



DECLARATION OF LUC DESNOYERS AND WILLIAM L WOOD 

UNDER 37 CFR §1.131 



Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

Dear Sir: 

We, Luc Desnoyers and William I. Wood, declare and state as follows: 

1. We are the inventors of the subject matter that is presently claimed in the above- 
captioned patent application. 

2. During the time period in which all of the events and activities described herein occurred, 
we were employed by Genentech, Inc., the assignee of the above-captioned application. 

3. All of the events and activities described herein were performed by us personally, or 
under our direction, as part of our duties as employees of Genentech, Inc. 

4. The invention claimed in the above-captioned patent application was conceived prior to 
April 20, 1999 and diligently reduced to practice thereafter in the U.S. as described below. 

5. Prior to April 20, 1999, we conceived of the nucleic acid sequences claimed in the above- 
captioned patent application. This is demonstrated by the attached sequence printout (Exhibit 
A), which was generated prior to April 20, 1999, and which shows the complete sequence of the 
nucleic acid having the sequence of SEQ ID NO:l. The attached printout also shows the 
complete sequence of the polypeptide which has the sequence of SEQ ID NO: 2. As evidenced 
by the sequence printout, we were in possession of the complete nucleic acid sequence prior to 
April 20, 1999. 

6. The date deleted from page 1 of Exhibit A is a date prior to April 20, 1999, and was 
redacted pursuant to M.P.E.P. § 715.07. The redacted date is the date when the data were 
generated; the date the report was printed, April 16, 2004, remains on the report. 
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7. After initially conceiving the nucleic acid having the sequence of SEQ ID NO:l prior to 
April 20, 1999, we diligently reduced the claimed subject matter to practice by working to 
express and purify the encoded polypeptide and to run it systematically through many assays. 
The cDNA was deposited with the American Type Culture Collection (ATCC) on January 12, 
1999 and assigned ATCC no. 203581. The protein of interest was assigned a "protein inventory 
number" (e.g., PIN1308 and PIN1308-1). As set forth in the enclosed Exhibit B, the polypeptide 
was expressed in E. coli - PUR1009 (see page 2) on November 16, 1998; in Baculovirus - 
PUR1039 (see page 3) on November 23, 1998; and in mammalian cells (see page 4) on February 
17, 1999. Furthermore, various constructs with poly-His or IgG tags were made from the time of 
first cloning and construction of these was followed by expression and purification of the 
encoded protein during the time period of prior to April 20, 1999 through March 13, 2003. For 
example, Exhibit C shows July 13, 1999 as the date of purification of a polypeptide having the 
sequence of SEQ ED NO:2. PIN1308 and/or PIN1308-1 were distributed to various scientists for 
multiple cell-based assays and/or quality confirmation tests from August 20, 1999 through 
January 22, 2001. 

8. Exhibits D and E list the assays performed on the purified protein. Assay AS Yl 10, called 
"Chondrocyte Re-differentiation Assay" was completed on November 10, 1999 for PIN 1308-1, 
which is a polypeptide encoded by a nucleic acid having the sequence of SEQ ID NO:l. 
PIN1308-1 was delivered to Luc Desnoyers for one of the assay runs on October 22, 1999; 
testing was completed on November 10, 1999. Exhibit E is an assay result list that shows 
positive results for the assay completed on November 10, 1999, thereby confirming the ability of 
the encoded polypeptide to induce chondrocyte redifferentiation. Thus, actual reduction to 
practice occurred at least by November 10, 1999. 

9. After reducing the invention to practice, we worked with the Genentech, Inc. patent 
department to prepare a non-provisional patent application, which included the sequence of SEQ 
ID NO: 2, as well as the data showing the ability to induce chondrocyte redifferentiation. That 
application was filed on March 1, 2000. 

10. We hereby declare that all statements made herein of our own knowledge are true and 
that all statements made on information or belief are believed to be true, and further that these 
statements were made with the knowledge that willful false statements and the like so made are 
punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States 
Code and that such willful statements may jeopardize the validity of the application or any patent 
issued thereon. 






William I. Wood 



S:\DOCS\MTM\MTM-6171.DOC; 051004 
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4 4 6S6.221 JSF 



UNQ753 PRO 1855 Human CTRP3 IgG TFPNA87982 FLPNA44686 
4686.221 JSF 
44686.221JSF Hit 




Baculovirus 



gjtt^>Wffi-x -"' " - 



ESF921 





11/23/98 



November 9. 1998 

fcltft VtiSS ^JCui ii-S-k .mSvmk - 



^^®^a^|p^^^ Bgtbanne Oeuel 

o - 




1 No LOTs for this EXPression 



AS_Y I DNA I DOM | EXP | F£M | ELS I UB | LOT | MAP | OLI | PRB | PRO. | P±iQ | fifcJA | SRC | UNO | XPT I YST 
Assay Viewer 1 Sflauflnpo Viewer I Gone Vlo war I OensnGenes ( sage 



GfiOfiOGenGS Feedback 
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Additional f 





sst,44686.H8 

i'r; R;;-:^^'^fS^f ; sst. 44686, H8 



Mammalian Stable 



CHO 



IQ4365 Human CTRP3 Poly-His TFDNA1 0 2368 FLDNA44686 





GEL180 
GEL181 

!r^||i FALSE 

no band on western 

' February 16, 1999 




February 17, 1999 



HP* 



M^MyMi^BM Dr °p 



i^rfiidsiS^ll^i Lhney Lewi s-Steiner 

30966- 55 , miPHBPi Crowley Lab 

No LOTs for this Expression 



A$Y | DNA | DOJVh £^ |E^ | USI ^ 

Assay Viewer | fiwwn«i%ff | Qsn&Xjs&SL I GenenGenc* |SAGE 



-24- 



10/036,041 
December 26, 2001 



EXHIBIT C 

(2 pages; pages 26-27) 



-25- 



Appl. No. : 10/036,041 

Filed : December 26, 2001 



EXHIBIT C— PAGE 1 




Illiiii-l^g^P^P JJNQ753 PRO 1825 Human CTRP3 Poly-His TF PNA846 65 FL PNA44G86 



pE44686-1 




JBffi224Z 



6.24 EU/ml 




Approx. 31, 55 kDa 
26723.56 



1 mM HCI / 0.15 M NaCI / 4% mannitol 



^ ;^ir NovGmber 1 6, 1998 

1 llllli^^ ««que. 





4.5ml 



Done 



PIN1 308-1 1009 



AST I I PPM I EXP | FAM | FLS ^ ^ 

ftgsgy .Viewer j Soqugncg_yigwgr [ | figirenGenas | SAGE " "~ ^ 
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.'JM/JU in; I'M 



I Additional Resources: 



Find New Update 
SELECT? » | | |[go1 




PUR1009 

Gene Info 
Protein Request ID 
DNALab Name 

PUR Name 

Expctd. PUR Date 
EXP 

Mass Spec 

Warning 

Endotoxin Level 
LLS Molar Mass (g/mol) 
ExtCocf. (mf}/rnl)- 1 (ciTi)* < 
Prot A ng/ml 
Reduced SDS MW 
Theoretical MWofORF#1 
Gel Score 
Buffer 
Comments 
Status 
Date Entered 
Yield Concentration 
Date Canceled 
Scientist 
Delivered To 
Notebook 
Protein Lots 



| View DNA ss.l[ View Protein p,l.j| Update Record j 



UNQ753 pro ia?s Human CTRP3 Poly-His 7fdna&^6s 



PE44686-1 



PXP??47 



6.24 EU/ml 



Protein Fomnalname 
Control 
PUR Date July 13. 
No Sequence report available 
Sequence Info 



1999 



GELS 

AA Analysis(mg/mi) 
OD 280 

Endotoxin Unfts/mg Protein 
Prot A ppm 



Approx. 31, 55 kDa 
26723.56 

1 mM HC1/0.15M NaCI / 4% mannitol 



Movember16. 1998 
4752 nM 



LOT2352 



32647-*- 
P1N1306-1 



PUR Done Date 

Yield Volume 4.5ml 
Cancel Reason 

Status Done 
Origin 
Storage Location 



1009 



ASYIDNM DOM | EXP I FAM I ELS1 UB I LOT I MAP I QUI PRB I PRO I PUR I RNA I SRC I UNQ I XPT I YSI 

Assay Viewer I Sequence, vfewer | Gene viqv^, j figQgflgaasR I SAGE 

<3encnQones Feedback 
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I 




lASYI Heart Neonatal Hypertrophy 
J ASY2 Heart Adult Hypertrophy 
ASY3 Adipocyte Upotysis 
IASY4 Adipocyte Lipogeneas 
ASY5 HernatopoiesJs: stem cefl proWeratton 
ASY6 Hlppocampal Neuron Survival 
ASY7 Retinal Neuron Survival (5-6 days cuttur 
JASY8 Endotftefial cell profiferation 
ASYfi inhfefOcm of VEGF stimulated enrJotheffa 
ASY10 Eostnophi degranutetton [induction of) 
!. . a oeH IgE synthesis tahfcrtlon 



alE^IEAMIELSIlifllUaiMA£IQUIWBIPRQIPt)RlRNA< SBC I UNO I XFfT V"si~ 



-33- 



Appl. No. 
Filed 



10/036,041 
December 26, 2001 



EXHIBIT E — PAGE 2 




-34- 



